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y 1@ ‘ ‘ 1. CRGANIZATION 2. MDA WORGER -
CHEMIST'S REVIEW#1 I HPD- 120 DODP 20958
3. JOME AND ATDRESS OF APPLICANT {City and State) . 4. AF NOMBER
Novartis Pharmaceuticals Corporation
59 Route 10 - S. surPLEBMRNT (8)
Bast Hanover, New Jersey 07936-1080 NAGER(S) DATES(S)
6. WUE OF DD —— 7. NCNPROPRISTARY MR - = -11-
Femars Letrozole Tablets SE1-006™ 7-11-2000

. SUPPLEMENT PROVIDES FOR: & DEW indiclti:on in the first-line 9. ANINDMENTS DATRS

treatment of postmenopausal women with advanced
breast cancer.

10. PREANMACOLOGICAL CATEGORY 11. BOW DISPEWED 12. RELATED 2MD/MDA/DMP
Antinecplastic
x_ v ore

13. DOSAGE PORM(S) 14. pOTENCY
Tablet 2.5 mg/tablet
15. CERCICAL UG A STRUCTURR F’\‘ 16. RECORDS AND REPORTS )
4,4'-(1H-1,2,4-Triasol-1-ylmethylens) N ) :
benzonitrile , -
C,E,N,, MW 285.31 ’ mmE THLL W
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17. CoeaTs

This is an efficacy supplement for a new indication in the first-line treatment
of postmencpausal women with advanced breast cancer. This drug was approved by
the Agency on July 25, 1997. There are no Chemistry issues related to this
supplemental application. The CMC regarding both drug substance and drug product
are unchanged. The container/carton labels also remain unchanged. Based on the
estimated increased usage of the drug, which may results in less than 1 ppb at
the point of entry into the environment, the sponsor claimed categorically )
exclusion according to 21 CFR 25.31(b). The chemistry related information in the
package insert remains unchanged. This supplement is recommended for approval

from the CMC_perspective.

18. CORCLUSIONS AXND RECOMMBDATIONS

Approval is :occu!npndod from the CMC gorno:tivo.
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